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601 AGRICULTURE, TRADE & CONSUMER PROTECTION ATCP 77.02

Chapter ATCP 77
LABORATORY CERTIFICATION

Subchapterl — General Requirements

Subchapter Il — Milk and Food Laboratories

ATCP 77.01 Definitions. ATCP 77.20 Milk and food laboratories; procedures.
ATCP 77.02 Laboratory tests to protect public health. ATCP 77.22  Milk and food laboratories; certified analysts.
ATCP 77.03 Laboratory certification; general. ATCP 77.23  Drug residues in milk; screening tests.
ATCP 77.04  Applying for certification. ATCP 77.24  Milk and food analysts; proficiency evaluation.
ATCP 77.06 Certification fees. .
ATCP 77.08 Granting and withdrawing certification. Subchapter lll — Water Laboratorles

i ATCP 77.30 Water laboratories; procedures.
ATCP 77.10 Laboratory facilities.
ATCP 77.12 Laboratory administrator ATCP 77.32  Water Iaboratory ar\alys}s'. :
ATCP 77.14  Inspecting a laboratory ATCP 77.34  Water laboratories; proficiency evaluation.
ATCP 77.16  Laboratory records.

Note: Chapter ACP 77 as iexisted on September 30, 1999, was repealed anda ATCP 77.02 Laboratory tests to protect public

newchapter ACP 77was created, Regisf&eptember1999, No. 525, €f10-1-99.
Subchapter| — General Requirements

ATCP 77.01 Definitions. In this chapter:

health. For purposes of 83.12, Stats., the department declares
thatthe following milk, water or food tests are necessary to protect
public health:

(1) MiLk. Any of the following tests related to milk and dairy

(1) “Analyst” means an individual who performs a test und@‘rOdUCts:

s.ATCP 77.02.

(2) “Certified analyst” meanan analyst that is certified by the
departmento perform tests under sTEP 77.02 (1) or (2).

(3) “Certified laboratory” means a laboratory at which an
operatoris certified to perform tests under S@P 77.02.

(4) “Department’means the state ofi¥¢onsin department of
agriculture trade and consumer protection.

(4m) “Drug residue screening test” means any test under s.
ATCP 77.02 (1) (f) to (1) (s) or (1) (z), other than a confirmatory
test,that a person uses to comply with drug residue testing require
mentsunder s. ACP 60.19.

(5) “FDA” means the United States department of health and

human services, public health service, food and drug administra
tion.

(6) “Food” has the meaning given in s. 97.01 (6), Stats.

(7) “Food safetyadministrator” means the administrator of
the departmens division of food safety

(8) “Individual” means a natural person.

(9) “Laboratory” means a facility at whichn operator per
formstests.

(10) “Laboratory administrator” means an individual who
supervises laboratory under s TP 77.12.

(11) “Milk” means the lactealecretion of cows, sheep or
goats,and includes dairy products made from milk.

(12) “Operator’means a person who owns or controls a-labo
ratory.
(13) “Person”"means aindividual, corporation, partnership,

(a) Standard plate count.

(b) Plate loop count.

(c) Petrifilm aerobic count.

(d) Coliform plate count.

(e) Petrifilm coliform count.

() Charm BsDa.

(g) Charm I/ Cowside Il

(h) Charm Il competitive.

(i) Charm Il sequential.

() Charm II cloxacillin.

(k) Charm Il sulfa.

(L) Charm Il tetracycline.

(m) Delvotest P

(n) Delvotest P 5 pack.

(o) LacTek B/L.

(p) Lacek ceftiofur

(q) Penzyme milk.

(r) Penzyme lll.

(s) SNAP BIL.

(t) Direct microscopic somatic cell count.
(u) Optical somatic cell count.

(v) Pasteurized milk containers.

(w) Phosphatase test; Scharer rapid method.
(x) Phosphatase test; fluorophos.

(y) Phosphatase test; Charm II.

(z) Tests performed to comply with cATCP 60 or 80, other

cooperative association, limited liability compatryst, or other thanmilk component tests which are not related to public health.

organizationor entity “Person” includes counties, municipali
ties, the state of Wconsin and agencies of the state.
(14) “Public health standard” means a federal, statmacal
statute rule or ordinance which specifies a standardhe safety
or wholesomeness of milk, water food for human consumption.
(15) “Public water system laboratory” means a laboratory that
tests water for a publivatersystem as defined in NR 108.02 (12).
(16) “Test” means a laboratory examination of milk, water or
food.

)
(a)
(b)
(©

Foobp. Any of the following tests related to food:
Standard plate count.

Plate loop count.

Petrifilm aerobic count.

(d) Coliform plate count.

(e) Petrifilm coliform count.

(f) Other tests under chTEP 75 to detect pathogens in food.
(3) WaTer. Any of the following tests related to water:

(17) “Visual read test’ means a drug residue screening test(&) Multiple tube fermentation procedure (MTF).

performedby an individual whanterprets the result without the
aid of a mechanical reader

History: Cr. Register Septemberl999, No. 525, /10-1-99; emey. cr. (4m)
and(17), ef. 11-15-01; CR 01-124: c(4m) and (17) Register December 2002 No.
564, eff. 1-1-03.

(b) Membrane filter technique (MF).
(c) Enzymatic substrate (MMO-MUG).
(d) Clarks Presence/Absence (P/A).
(e) Heterotrophic plate count (HPC).
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() Other tests under ch. NR 809 or 812 to detect microbiologi water laboratory shall also provide documentatiequired

cal contaminants in drinking water unders. ATCP 77.32.
History: Cr. Register Septemberl999, No. 525, éf10-1-99. Note: An operator may obtain application forms and submit applications to the
departmenat the following address:
ATCP 77.03 Laboratory certification; general. Wisconsin Department of Agriculturerade and Consumer Protection
(1) ANNUAL CERTIFICATION REQUIRED. No person may perform, E;,Vb'g';;’go?;Fg’giﬂﬁg{%?g{gg;‘ag{ Food Safety and Inspection
at any laboratorya test listed under sTEP 77.02 to determine PO. Box 891

whethermilk, food or water complies with public health standards ~ Madison, Wi 53708-841
requiredunder federal or state law unléke department annually (2)(62\253:‘;1;%\/\“ To renew an annual certification. the
certifiesthe laboratory operator to perfothat test at that labora ; !

torv. An annual certification expires @ecember 31 of each vear operatorof a certified laboratory shall fila renewal application
{2) SCOPEOF CERTIFICATION F()a) A person who operate;)/Q with the departmertty December 31 of each yearhe operator

: ) e shallfile therenewal application on a form provided by the depart
morelaboratories shall obtain a separegetification under sub. bp K Y b

oo ment. The renewal application shall include all of the following:
E)le)t\;?ere%ggrlc';g?srag?gtﬁ)rc:;ggg: tion may not be transferred (@) The information required under sub. (&) to (d). The

. . I licati hall identi h i the last I
(b) The department shall identifiyn each certification under ?é)r?elvc\f;|l_ons all identify any changes since the last annua

Isulob.(l), the tests which the operator is certified to perform at that (b) The information required under sub. (1) (&) if the operator

aboratory. . requestgertification to perform a test whithe department has
(c) If the department authorizes a laboratory to perform a dngt yet certified the operator to perform

residue test on milk, the department shall specify whether the |a e : '

; X : i (€) The certification fees required under SC& 77.06.
qratoryls approved t@erform that .teSt as a screening test or-cert Note: The department will send renewal application forms to certified laboratories
fied to perform that test as a conflrmatqry test, or both. A laborg,proximatelys weeks before their current annual certifications expire.
tory approved to perform a test asaeening test may not perform - (3) Fa se inFormaTION. NO person may misrepresent or-fal

thattest as a confirmatory test unless the laboratory is alse cegfty any information contained in a certification applicatiorler
fied to perform the confirmatory test. this section.

(3) CerTIFICATE DISPLAYED. An operator shall displayt a History: Cr. RegisterSeptember1999, No. 525, &f10-1-99.
prominentlocation in eacleertified laboratorythe current certifi

cationissued for that laboratory under sub. (1). ATCP 77.06 Certification fees. (1) FEE AMOUNTS.

(4) ExempTioNs. Subsection (13loes not apply to any of the Exceptas provided under sub. (2) or (3), an operator shall pay the
following: following certification fees:

(@) The United States government. (a) Milk or food tests. An annual certification fee of $336 for

. . eachtest under s. PCP 77.02 (1) or (2) at each laboratory for
(b) Milk testing by the department. which the operator is certified. This fee does not apply to a labo

(c) An educational institution that operates a laboratory sol&lyry that is approved under STBP 77.23 only to conduct drug
for teaching oracademic research purposes, and does not tPé°§iduescreening tests on milk samples.

milk, water or food for human consumption. (b) Certified analysts; milk or food tests. An annual certifica
_(d) A person who operates a laboratory solely to conduct qughn, fee of $25 for eachnalyst who performs one or more tests
ity control tests on foodr water sold by that person, provided thal,nqers. ATCP 77.02 (1) or (2). This fee daest apply to an ineli

thﬁ‘teStS gri not reSquireg ﬁggzt%tugez,sﬂéflleoolr g;dinance. - vidual approved under s.T&CP 77.23 only to conduct drugsi
istory: Cr. RegisterSeptembe , No. s -1-99; emey. renum. . .
(©) 10 be (2) (b), cI(2) (0), ef. 11-15-01: CR 01-124: renum. (2) (0) to be @),  dU€ Screening tests on milk samples.

cr. (2) (c) Register December 2002 No. 564, f1-03. (c) Additional analyst certification; milk or food tests. A sup
. . plementalfee of $150 for each requested certification of one or

ATCP 77.04  Applying for certification. (1) INITIAL  moreanalystso conduct any test under ST®P 77.02 (1) or (2),
APPLICATION. An operator shall apply for initial certification underit the certification occurs at any time other than during a manda
s.ATCP 77.03 on a form provided kiye department. The opera yory inspectiorunder s. ACP 77.14 (1). This fee does not apply
tor shall submit a separate application for each laboratdry g 3n individual approved under TGP 77.23 only to conduct
applicationshall include all of the following: drugresidue screening tests on milk samples.

(@) The operatds correct legal name and address, and any (qy water tests. An annual certification fee of $276 for each
"";‘]dfr?a%es used t“*‘? Oper?‘g.f .Tdhe lapp"cat'o? shall '“td'catﬁ. testunder s. ACP 77.02 (3) for which the operator is certified.
whetherthe operator is an individual, corporation, partnership, : NS ; .
cooperativeassociation, limited liability compantrust, or other in (Se) N.Dz:ug rﬁ%‘é&s('sr)' r;?' Iﬁ;eﬁﬁ'rg%g?%eﬁgfnﬁezrﬁ;;\i’('j%id

organizationor entity . -
screeningests on milk samples.
(b) The name, address and telephone number of the Iaboratory(z) ParTiAL FEES. An operator ofa milk or food laboratory

(c) The name of théaboratory administrator under STBP  gna||pay the fee as provided in p@) and the operator of a water

7r.12. ) laboratoryshall pay the fee as provided in .p@).
(d) The tests under STEP 77.02 for which the operator seeks (a) |f the department certifies an operator of a milk or food lab
certification. oratory to performa test for less than a full calendar yéae oper

(e) Documentation that the laboratory is qualified to performtorshall pay a fee of $28 for each full month of certification for
eachtest which the operator identifies under. fd). Documenta  thattest. This fee does not apply to a laboratory that is authorized

tion shall include all of the following: unders. ATCP 77.23 only to conduct drug residue screening tests
1. Proof that the laboratory has all of gguipmenneeded on milk samples.

to perform each test. (b) If the department certifies an operator of a water laboratory
2. Written test procedures used fmach test, or an identifica to perform a test for less than a full calendar ytaroperator shall

tion of the standard test methods used for each test. pay a fee of $23 for each full month of certification for that test.
3. Proof of analytical proficiency in each teftoof may con (3) FEEEXEMPTIONS. A county or municipality thatontracts

sistof qualityassurance test results from comparison studies, splith the department to licensend inspect retail food establish
samplesor proficiency tests which meet the proficiency evaluanentsas the departmest’agent under s. 97.41, Stats., is not
tion requirements under STEP 77.24 or 77.34. The operator ofequiredto pay any certification fee.
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(4) PaYING CERTIFICATIONFEES. (@) If thedepartment hasnot ATCP 77.10 Laboratory facilities. (1) ADEQUATE
previouslycertified an operator to perform any of the tests listedciLiTiES. A certified laboratory shall have all of the following:
unders. ATCP 77.02 at the laboratory for which the operator is (3) Adequate facilities, equipment and suppteperform the
seekingcertification, the department shall bill the operator undggstswhich the operator is certified to perform at that laboratory

this section after the department inspects the laboratory under s . .
ATCP 77.14 (1)a). The department may not certify the operator (b) Atleast5 linear feet of level bench top working speee

to performany test until the operator pays the required certif?nalySt' ]

cationfee for that test. (c) Atleast 50 foot candles of light on each bench top.
(b) If the operator of a certified laboratory applies for certifica (d) Effective climate controls to maintain progemperature

tion to perform additional tests under sub. (5), or files a reneva&dhumidity for testing.

applicationunder s. ACP 77.04 (2), the operator shall include (2) QuALITY CONTROL AND MAINTENANCE. The operator of a

with that application the fees required under this section. certified laboratory shall do all of the following:

(5) AppITIONAL TESTS. The operator of certified laboratory  (a) Maintain laboratory facilities, equipmeand supplies in
may,at any time, apply for certlflcatlgn to perform additional tesisroperworking condition.
which the department hamt yet certified the operator to perform (b) Maintain temperature—controlled equipmeimgluding
at that laboratoryTheoperatorshall apply on a form provided by i, hators water baths, refrigerators and freezers, so that the
the department.The application shall include all of the fonow'ng:equipmentfunctionseﬂ‘ectively. The operator shall measure and

(a) The additionatests for which the operator seeks certificarecordequipment temperatures at least daily when the equipment

tion. isin use.

(b) Documentation, under STEP 77.04 (1) (e), that the oper (¢ Maintain autoclaves to ensure proper temperature and pres
atoris qualified to perform each additional test under @r  gyrethroughout the entire sterilization cycle, and kaepcord of

(c) The fees required under this section. autoclavemaintenance.

Note: An operator may apply under sub. (5) at any time during a licenseapear B ; ;
neednot wait until the annual license renewal. (d) Calibrate each electronic test instrument as recommended

History: Cr. Register Septemberl999, No. 525, &10-1-99; am. (1) and (2) DY the instrument manufacturemd record the results.

andcr. (1) (a) to (d), RegisteDecember1999, No. 528, &f1-1-00; emeg. am. (1) ; :

(a)to (c), cr (1) (e), rand recr(2), ef. 11-15-01; CR 01-124: am. (1) (a) to (c), cr (e) Eﬂsure. th_at e.adleagent and S_Olutl_Oﬂ IS C.'e‘"’!”y labeled to

(1) (e), r and recr(2) Register December 2002 No. 564, £f1-03;CR 05-044: Showits identity its titer orconcentration, its expiration or prepa

cr. (2) (intro.), am. (4) and (5) (c) Register December 2005 No. 600, eff. 1-1-O6ration date, instructions foproper storage, and other pertinent
information. An operator shall store reagents and solutions

ATCP 77.08 Granting and withdrawing certification. accordingto the manufacturés specifications.
(1) GRANTING CERTIFICATION. The department shall certify an () Engsure that glassware is free of chips, excessive scratches
operatorunder s. ACP 77.03 if the operator and laboratory eom,. Goudiness. Glassware used for measurement, including

ply with this chapter The department may conditionally certifyinettes graduated cylinders and volumetric flasks, shall have
anoperator pendingction by the operator to correct deficiencie Ieargra’duations. '

which the department has identified. The department may sum

marily suspend a conditional certification, without piiearing, __ (3) NOTICE OF MATERIAL CHANGES. An operator shall notify
if the operator failso correct the deficiencies within the timethedepartment whenever the operatemodels laboratory facili
specifiedby the department. ties or installs new equipmerit the remodeling or installation

materiallyaffects the performance dests under s. ’CP 77.02
which the operator is certified to perform at that laboratory
History: Cr. RegisterSeptemberl999, No. 525, éf10-1-99.

(2) DEADLINE FORACTION ON CERTIFICATION REQUEST. Within
40 calendar days after the department receavemplete applica
tion under s. ACP 77.04, the department shall do all the follow
ing: -
g | t the laboratorv if an i " ired und ATCP 77.12 Laboratory administrator . Thelaboratory
ATg% 795{’5%1) € laboratory It an Inspectismequired Under s. 5qministratoror a designated ageot the administrator shall be

: : o o ) presentat every certified laboratory during daytime business
_(b) Grant the application, grant the application subject te CORoyrs. The laboratory administrator shall do all of the following
ditions, or deny the application. on behalf of the laboratory operator:

(3) MILK AND FOOD LABORATORIES; CERTIFIED ANALYSTS. (@) (1) Supervisethe laboratoryand its compliance with this
The department may not certify an operator to perform any te§{apter.
unders. AACP 77.02 (1) or (2) unless the department has certifie 2) Revi d f bmission to the d ¢ t
all of the analysts who perform that test at that laboratory (2) Reviewand approve, for submission to the department,

everycertification application which the operator submits for that

(4) SUSPENDINGORREVOKING CERTIFICATION. The department laboratoryunder s. ACP 77.04.

may suspend or revoke an operasocertification for cause, isah d mai flab
inciuding a violation of this chapter or failure to file required tabo, (3) Superviséthe procurement and maintenance of laboratory

ratory reports with other government agencies. @apartment (acilities, equipment and supplies, and notify the departroént

shallcomply with applicable requirements under ch. 227, Stat§'aterialchanges under sTEP 77.10 (3).

and ch. ACP 1. (4) Facilitatedepartmeninspections of the laboratonAt the
Note: See ss. 93.06 (7) and 93.12, Stats. requesbf the department, the administrator shall grant the depart
(5) SummARY susPENSION. The food safety administrator maymentaccesgo laboratory facilities, equipment and records, and

issuea written notice, summarily suspending all or part of an-opeghallarrange for analysts to demonstrate their tegiin§iciency

ator’s certification, ifthe food safety administrator finds in the (5) Notify the departmenof changes in laboratory analysts

suspensiomotice that the operator has not complied with thignders. ATCP 77.22 (10).

chapterthat the noncompliance posas imminent threat to the . :

health or safety of thpublic or laboratory workers, and that gheor r(s\)/oldggfg"agrl%g?{f]? t?]/ ec:J:g%rgigget?t%gzﬁgsmmWnds

noncompliancas likely to continuaunless the food safety admin . .

istrator summarily suspends the operasocertification. The  (7) Reporttest results to the appropriate regulatory ageahcy

operatormay contest the summary suspension according to "§quiredby law

ATCP 1.03 (3). (8) Supervisdaboratory recordkeeping under S @P 77.16.
History: Cr. RegisterSeptemberl999, No. 525, éf10-1-99. History: Cr. RegisterSeptemberl999, No. 525, éf10-1-99.
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ATCP 77.14 Inspecting a laboratory . (1) MANDATORY Subchapter |l — Milk and Food Laboratories
INSPECTIONS. The department shall inspect a laboratosllaif the
following times: - ATCP 77.20 Milk and food laboratories; procedures.
~ (a) Before certifying the operator under 3@P 77.03, for the (1) Test meTHODS. An operator who performs any test listed
first time, to perform tests at that laboratory unders. ATCP 77.02 (1) and (2) shall perform that test according

(b) At least once every 2 years after the department first cet methods specified in applicable reference materials under sub.
fies the operator under ST&P 77.03 to perform tests at thatto  (2), or according to methods which thlepartment approves in
ratory. writing.

(c) Before the department certifies the operator to perform a(2) REFERENCEMATERIALS. (&) General. An operator who
testunder s. ACP 77.02 which the departméas not previously performsany test listed under sST&P 77.02 (1) or (2) shall keep,
certified that operator to perform at that laboratory atthe certified laboratoryhe manufacturés complete operating

(2) DISCRETIONARYINSPECTIONS. The department may inspecta“d maintenance instructions fequipment used to perform that
a certified laboratory whenever any of the following occurs: €St

; i ; (b) Milktests. An operator who performs any test listed under
me(lflt). The operator materialgiters laboratory facilities or equip s.ATCP 77.02 (1) shall keep the following reference materials at

. tified laboratory:
(b) The operator assigns a new analyst to perform a test Ifrc])? certmec faboratory . .
which the operator is currently certified 1. The FDA2400 series laboratory evaluation forms for that
) te

St.
(c) The department concludes that an inspection is necessary “ N .
to determine whether the operator the operatds laboratory 2. The “Standard Methods for the Examination of Dairy Prod
complieswith this chapter ucts,” 16th edition, publishedby the American Public Health

.. Association,Inc.
(3) INSPECTIONAUTHORITY. The department magxercisets

. Food tests. An operator who performs any test listed under
authorityunder ss. 93.08, 93.14, 93.15, 93.16 and 97.12, Stats,, ©) . .
supportof an inspection under this chaptdihe department may S. ATCP 77.02 (2) shall keep all of the following reference materi

suspend or revokihe certification of any operator who obstructé’j1IS at the cert|f|ed_lab_oratory: . .
or fails to permit an inspection under this section. 1. The authoritative reference manual, if aimat applies to
Note: The departmentonducts its inspections during laboratory business hour§ach type of food testing for which the laboratory is certified.

The department ordinarily pre—arranges inspection dates and times that are accepta The “Compendium of Methods for Microbiological
ble to laboratory operators, but is not required to do so. A person who obstructsQr_ . . " L . .
interfereswith an inspection may also be subject to penalties @21 (2) or (4) tg(ammatlonc’f Foods,” 3rd edition, published by the American

ors. 97.12 (4), Stats. Public Health Association, Inc.
History: Cr. Register September1999, No. 525, £f10-1-99. 3. The FDA“Bacteriological Annual Manual,” 8th edition,
if the operator performs a microbiological test on food.

ATCP 77.16 Laboratory records. (1) Recorps Note: Copies of reference manuals cited under sub. (2) are on file with the- depart
REQUIRED. An operator shall make complete records related to aknt, the secretary of state and the revisor of statutegindTout how to order these
of the foIIowing' manualsfrom the publishers, you may contact the department at the following

' address:
(a) The training, experience and proficiency testing of every  wisconsinDepartment of Agriculture, fade and Consumer Protection
analystwho performs tests for which the laboratory is certified. Division of Food SafetyBureau of Food Safety and Inspection
. i K Laboratory Certification Program
(b) Laboratory evaluations required under this chapter PO. Box 891
i Madison, WI 53708-891
(c) Laboratory policies and procedures. (608) 224-4712

(d) Laboratory facilities, equipment and supplies, including (3) Cuiture Mebia.  Culture media used for any test listed
records related to procurement, calibration, testing and maini@ders. A/CP 77.02 (1) or (2) shall befedtively sterilized before
nance. they are used. Culture media shall be autoclaved for the total cycle

(e) Quality control procedures and monitoring. time and sterilization time specified by the media manufacturer or

(f) Tests performed at the laboratdncluding records related Y the applicable test method under this section.
to the nature of the test, the person for whom the test is performedfistory: Cr. Register September1999, No. 525, &10-1-99.
theassigned analysts, the test methods used, the date and time of ) ) N
testing,and the test results obtained. ATCP 77.22 Milk and food laboratories; certified

. ; nalysts. (1) CERTIFICATION REQUIRED. (a) Except as provided
me(r?t)aggs‘éigasports filed with the department and other geverﬁ] par (b), no analyst maperform a test Ii_syed under ST@P
Note: For example, see reporting requirements under ¢hiSPA60,70 and 80, 77.'02(1). or (2) unless the department certifies that analyst under
and chs. NR 809 and 812. this section to perform that test.

(2) RECORDRETENTION; AVAILABILITY. (a) The operator af (b) Paragraph (a) does not apply to an individual who is solely

milk or food laboratory shall retain all records under sub. (1) fengagedn performing a drug residue screening test, provided that
atleast 2 years. The operator of a water laboratory shall retaint# department has approved thatividual under s. ACP 77.23

recordsunder sub. (1) for at least 5 years. (2) to perform that test.
(b) An operator shall make records under sub. (1) available to(c) The department shall certify the analysts emplagedab
the department for inspection and copying upon request. oratorywhen it conducts a mandatory inspection of that labora

(c) An operator may keep records under sub. (1) in hard cojgyy under s. ACP 77.14 (1). The department may certify new
or electronic form, or both, provided that the department c alystspor certify analysts to perform other tests, at other times.

obtainready access to the records. (2) TerM OF CERTIFICATION. An analyst certification to per
(d) An operator shall take reasonable security measures-to (JRM @ test remains in fefct until one of the following occurs:
ventrecord loss, damage or tampering. (a) The department conducts thext biennial inspection of the
(3) FALSIFYING RECORDS. No operator may falsify any labera laPoratoryunder s. ACP 77.14 (1). _
tory records. (b) The department suspends or revokes the arsabystifica
History: Cr. RegisterSeptemberl999, No. 525, éf10-1-99. tion.
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(3) CoMPETENCYEVALUATION. (@) Before the departmenteer ~ ATCP 77.23 Drug residues in milk; screening  tests.
tifies an analyst to perform any test listed undeff<CR 77.02 (1) (1) LABORATORY APPROVED. (a) No person may perform a drug
or (2), the department shall observe and evaluateattalysts residuescreening testxcept at a laboratory that the department
competencyto perform that test. approvesunder s. ACP 77.03 to perform that test.

(b) Whenever the department performs a mandatory inspec (b) The department may not approve a laboratory to perform
tion of a laboratory under sTEP 77.14 (1), the department shallk drug residue screening test unless the department has approved
performa competency evaluation under.gaj of everyanalyst atleast one individual under sub. (2) to perform that test at that lab
who performs a test listed under 3.GP 77.02 (1) or (2). oratory.

(c) The department shall use an appropriate FDA 2400 seriedC) The department shall inspect a drug residue screening labo
form or if no FDA 2400 series form applies, another standard fofigtory at all the following times:
to evaluate amnalysts competency under pda). If an analyst 1. Before approving the operator to perform a visual read test,
performsplate loop counts or electronic somatic cell counts, tliethe department has not previously approved that opergier to
departmenshall check the analystability to perform the statisti form that test at that laboratory
cal comparisons required by those tests. 2. Before approving a new individual under sub. (2) te per
(4) ANNUAL PROFICIENCYEVALUATION. An analyst who per form a visual read test at that laboratory
formsa test listed under STEP 77.02 (1) or (2) shall complete  (2) AnaLvsTs APPROVED. (a) No individual may perform a
an annualproficiency evaluation for that test if an annual profidrug residue screening test unless tispartment approves that
ciencyevaluation is required under ST@GP 77.24. individual to perform that test at a laboratory approved usdler
(5) CONDITIONAL CERTIFICATION. If the department determines().
undersub.(3) that an analyst is competent to perform a test, but (b) Before the department approves an individual under par
theanalyst has not yet completed a proficiency evaluation undejto perform a visual read tesie department shall perform an
S.ATCP 77.24 for that testhe department shall conditionally €er on-sitecompetency evaluation under sub. (4).
tify the analyst.If a conditionally certified analyst fails a profi (c) The departmem’ approva| under pa(a) expireson
ciencyevaluation under s.TICP 77.24, the department shall sumpecember31 of each year unless, by that date, the laboratory
marily suspend the analysttertification to perform that test.  gperatorattests to the department that ihdividual has success
(6) FuLL cerTIFicaTION. If the department determines undefully completed an annual proficiency evaluatiomer sub. (5).
sub.(3) that an analyst is competent to perform a test, and the ana(d) The department may suspend or revoke an approval under
lyst also passes a proficiency evaluation undeTEA77.24or  par. (a) for cause.
that test, the department shall fully certify that analyst to perform (3) APPROVALFEES A laboratory operator shall pay tfa-
thattest. lowing fees to acquire and maintain a laboratory approval under
(7) ProvisioNAL ceRTIFICATION. If a fully certified analyst sub. (1):
fails a proficiency evaluation under ST@P 77.24 fony test, the  (3) An initial fee of $500, except as provided in.jgaj or (c).
d_eparﬁmen's_fhall ISsue fa notlﬁe statlngfthat the _analﬁlst IS f;.r OVl (b) An initial fee of $150 if the laboratory tests milk for only
sionally certified to perform that test. If a provisionally certified, o dairy plant operator and all the following apply:
analystpasses a proficiency evaluation underBCR 77.24 on . . .
anew set oproficiency samples, the department shall restore the 1+ The dairy plant operator receives only grade B milk.
analystto full certification. If a provisionally certified analyst 2. The dairy plant operator receives milk from not more than
fails a proficiency evaluation on a new set of proficiency sampldsproducers.
the department shall summarily suspend the analgsttification 3. The dairy plant operator receives not more than 10,000 Ibs.
to perform that test. of raw milk per week.
(8) RESTORING CERTIFICATION. The department may restore (c) An initial fee of $50 if the laboratory doest apply for
the certification of any analyst whosertification is summarily approvalto perform any visual read test.
suspendedinder sub. (5) or (7) if the analyst completes a training (d) A fee of $25 for each individual, in excess of 3 individuals,

programapproved by the department and passes a proficienfgtthe department evaluates under sub. (4) at the time of the ini
evaluationunder s. ACP 77.24 on a new set of proficiency samtial laboratory inspection under sub. (1) (c) 1.

ples. The department shall restdre analyst to full certification, e) An annual renewal fee of $50 for each annual renewal of
evenif the analyst was conditionally certified when certificatiorihe|aborat0ry approval, except thhie renewal fee is $25 if the
was suspended. laboratoryqualifies under paxb).

(9) LisTOF CERTIFIEDANALYSTS. Thedepartment shallmain  (f) A fee of $150 for each laboratory visit, other than the initial
tain, for each certlfled_ laboratars list ofanalysts currently certi inspectionunder sub. (1) (c) 1., that the department makethéor
fied to perform tests listed under ST@P 77.021) and (2). The purposeof evaluating individuals under sub. (4). This single fee
list shall identify the tests which each analyst is certified to pesf $150 coversll of the individual evaluations performed during
form. the departmens visit, regardless of the number of individuals

(10) Norice oF CHANGES. (a) An operator shall notify the evaluated.
departmentvithin 30 days after any of the following occurs: (4) COMPETENCY EVALUATION. Before the department
1. An analyst certified under this section is no longerpprovesan individual to perform a visual read test, tiepart
employedby the laboratory mentshall observe and evaluate that individsi@bompetency to
2. Thereis a change in the name of any analyst certified und@§rform that test. The departmeshiall use an appropriate FDA
this section. 00 series form to conduct the evaluation.

X . Note: FDA 2400 series forms are on file with éhepartment, the secretary of state
(b) An operator shall notify the department of afstgfchange andthe revisor of statutes.

within 7 days after that change occurs if, as a result of that change(s) ANNUAL PROFICIENCY EVALUATION. (a) An individual

the operator no longer meets applicable certification requiremesisprovecdo performa drug residue screening test shall complete
unders. ATCP 77.08 (3). anannual proficiency evaluation. An evaluasmproved by the
rer';ﬂfr:()(% (cs:'[bF;)Eg(izs)t?[))sel?pet;a?s]?d%réggr%b23'9255i\lgf%‘;02_81;?%— ! f%)o-“é)migd departmentshall administer thennual proficiency evaluation.

r. and r.ecr(l), ef. 11—15—61; CR 01-124: and rec}(l) hegiéter December 2002 The department may app_rove the Iaboratory operator tc_’ _Serve as
No. 564, ef 1-1-03. evaluator.except that an independentaluator shall administer
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annual proficiency evaluations fomnalysts performing visual tory has no individuals approved under s{#).to perform a drug
readtests. The evaluator shall report the results of each prasiduescreening test that the laboratory is authorized to perform.
ciencyevaluation to the department within 7 days after the evaluaHistory: Emeg. ct efl. 11-15-01; CR 01-124: cRegister December 200®.

tion is completed. 564,eff. 1-1-03.

(b) Ina proficiency evaluation, the evaluated individual shall
examinethe number of samples required under either(gdauor
(e). The evaluator may prepare the samples used in proficie
evaluationsexcept for samples used in a visual read proficien
test. The contents of the samples shall be known only to the-ev.
ator,and not to the evaluated individual. The evaluator shal ev?é
uatethe individuals proficiency by comparing the individusl’
resultsto the known contents of the samples, and shall répese
resultsto the department.

(c) A proficiency evaluation undgar (a) shall be conducted
according to atandarcevaluation procedure that the departmerﬁ‘ﬁ
approvesn writing. A standard evaluation procedure shall €o n
ply with this subsection and shall include standards for all therfr@n

ATCP 77.24 Milk and food analysts; proficiency
evaluation. (1) ANNUAL PROFICIENCY EVALUATION REQUIRED.
ceptas provided in sub. (4), the department may not renew an
alyst'scertification to perform any test listed under 3CR
.02(1) or (2) unless, within the year immediately preceding that
newalthe analyst passegeoficiency evaluation for that test.
The proficiency evaluation shall comply with this section.

(2) Form oF EVALUATION. In a proficiency evaluation under
sub. (1), an analyst shalexamine samples prepared by an
provedevaluator under sub. (3). The contents of the samples
allbe known only to the evaluatoFhe evaluator shall rate the
alyst'sproficiency by comparing the analyst’esults to the
own contents of the samples, and shall report those results and

lOWT g:Th luatd i ¢ profici luati ratingsto the department.
les - Ihe evalualos preparation of proficiency evaluatisam (3) APPROVEDEVALUATOR. The department, or another evalu

ples. S -~ . ator approved by the department in writing, shall serve as a profi
2. The analyss examination of proficiency evaluation sam ciencyevaluator under sub. (2).

ples. Note: The department will approve an evaluator under sub. (3) if FDA approves
3. Deadlinedor examining proficiency evaluation sampleghatevaluator for the same purpose.

andreporting test results. ~ (4) EVALUATION PROCEDUREGENERAL. A proficiency evalua
4. The evaluatds review and rating dhe individuals profi ~ tion under sub. (1) shall be conducted according to a standard

ciency. evaluationprocedure which the department approves in writing.

oAf analyst is not required to complete a proficiency evaluation for
anytest unlesghe department has approved a standard evaluation
procedurefor that test. A standarelvaluation procedure shall

(d) For adrug residue screening test other than a visual r
test,a proficiency evaluationnder par(a) shall include 3 sam
glrﬁé?l'osp:;sntpf}g ferggﬁfr;grg\éﬁy ation, the individual Sha"mte_comply with applicable requirements upder s@b), and shall

- - . include standards for all of the following:

(e) For a visualead test, a proficiency evaluation under. par - A .
(a) shall include at least 6 but not more than 20 samplesads (a) The evaluatds preparatiomf proficiency evaluation sam
a proficiency evaluation involving 6 to 10 samples, an individu&'es- o o )
shallinterpret no more than one sammsult incorrectly To pass ~ (b) The analys examination of proficiency evaluation sam
a proficiency evaluation involvinglito 20samples, an individual Ples.
shallinterpret no more than 2 sample results incorrectly (c) Deadlines for examining proficiency evaluation samples

(6) FAILED PROFICIENCY EVALUATION; LOSS OF APPROVAL. (a) andreporting test results.

If an individual approved to perform a drug residue screening testd) The evaluatds review and rating of the analysprofi
fails his or her first annual proficiency evaluation relatethtd  ciency.
test,the individual is no longer approved to perform that test.  (5) Mk TESTS; EVALUATION STANDARDS. (a) Proficiency

(b) If an individual approved to perform a drug residue sereegvaluationgfor the following tests under sTEP 77.02 (1) shall
ing test passes his or her first annual proficiency evaluation relategtinclude at least the following number of samples:
to that test, but subsequently failsc@nsecutive annual prefi 1. At least six but not more than 20 samples for standard plate
ciency evaluations, the individual is no longapproved to per count, petrifilm aerobic count, plate loop count, or phosphatase
form that test. tests.

(c) The department may restoreagproval lost under pai@) 2. At least eight but not more than 20 samplesdioect

or (b) if the individual completes a training program apprdved mjcroscopicsomatic cell counts, electronic somatic cell counts,
the department and passes an on-site competemaluation §yygresidue tests, or coliform tests

undersub. (4). If the individual subsequently fails his or her first
annualproficiency evaluation related to the drug residoeeen
ing test, the individual may no longer perform that test. T
departmentnay again restore trapproval if the individual again
meetsthe restoration requirements under this paragraph.

(7) LisT OF APPROVEDANALYSTS. The department shall main
tain, for each laboratory approved under sub. (1), a list of indivi
als currently approvedtb perform drug residue screening tests
thatlaboratory The list shall identify the drug residue screenin dition
teststhat each individual is approved to perform. :

(8) NOTICE OF STAFFING CHANGES. (a) A laboratory operator L Stan_d_ard plate_count.
shallnotify the department within 30 days after any of the follow 2. Petrifilm aerobic count.
ing occurs: 3. Plate loop count.

1. An individual approved under su2) leaves employment 4. Direct microscopic somatic cell count.

with that laboratory _ o 5. Electronic somatic cell count.

2. There is a change in the name of any individual approved (d) In a proficiency evaluation for a test, such as a drug residue
undersub. (2). or phosphatase test, in which sample test results are reportable as

(b) A laboratory operator shall notify the department within positiveor negative, a sample resigitunacceptable if the analyst
daysafter a stding change if, as a result of tritange, the labora fails to report the correct positive or negative result.

(b) To pass a proficiency evaluation under.ga) which
involves6 to 10 samples, an analyst shall obtain no more than one
acceptablesample result. @ pass a proficiency evaluation

underpar (a) which involves 1 to 20 samples, an analystall

obtainno more than 2 unacceptable sample results.

d (c) In a proficiency evaluation for any of the following tests,
sample result is unacceptable if it falls outside the statistical lim

%s established in FDA “Evaluation of Milk Laboratories,” 1995
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(e) In a proficiency evaluation for a coliform test, a sampleriting, shall be the evaluator in a proficiency evaluation under
result is unacceptable if the analyst fadsdetect coliform in a undersub. (1).
samplethat containgt least five coliform ganisms per milliliter (4) EVALUATION PROCEDUREGENERAL. A proficiency evalua
or per gram of product. tion under sub. (1) shall be conducted according to a standard
History: Cr. Register September1999, No. 525, €110-1-99. evaluationprocedure which the department approves in writing.
An operator isot required to complete a proficiency evaluation

Subchapterlll — W ater Laboratories for any test unless the departmbas approved a standard evalua
_ tion procedure for that tes@ standard evaluation procedure shall
ATCP 77.30 Water laboratories; procedures.  includestandards for all the following:

(1) Test METHODS. An operator who performs any test listed
unders. ATCP 77.02 (3) shall perform that test accordingéth les.
odsspecified inapplicable reference materials under sub. (2), 8r (b) The operatds examination of proficiency evaluation sam
accordingto methods which the department approves in ertlnﬁ P p Yy

(2) REFERENCEVATERIALS. An operator who performs any tes . . - .
listed under s. KCP 77.02 (3) shall keep all of the following refer  (€) Deadlines for examining proficiency evaluation samples

(a) The evaluatds preparatiomf proficiency evaluation sam

encematerials at the certified laboratory: andreporting test results. ' _
(a) The manufacturés completeoperating and maintenance . (d) The evaluatds review and rating of the operatproft
instructionsfor equipment used to perform that test. ciency.

(b) The U.S. environmental protection agency “Manual for the (5) DRINKING WATER TESTS;EVALUATION PROCEDURES. Begin
Certification of Laboratories Analyzing Drinkingatér” 4th edi  hing on July 1, 1999, standard evaluation procedures for tests
tion. unders. AICP 77.02 (3) shall include the following requirements:

(c) “Standards Methods for the Examination ofitéf and  (2) An operator who is evaluated for proficierinytesting for
Wastewater,”18th or 19th edition, published by the Americarfotal coliform and fecal coliform or E. coli shall examindesst
Public Health Association, the Americanatér Works Associa 10 samples of at least 100 ml. each annuéllge evaluatoshall
tion and the \iter Environment Federation. provide full volume samples, or the concentrate and diluents

(3) CULTUREMEDIA. Culture media for any test listed under gheededo reconstitute the concentrates to full volume. Each sam

ATCP 77.02 (3) shall be fctively sterilized before they are used Pl€ set shall include all of the following:

Culturemedia shall be autoclaved for the total cycle time ane ster 1. One to 4 samples of an aerogenic strain of Escherichia coli
ilization time specified by the media manufacturer or by the-applvhich, if properly tested according to methods under BCA
cabletest method under this section. 77.30(1), will test positive for total and fecal coliform.

History: Cr. RegisterSeptemberl999, No. 525, €f10-1-99. 2. One to 4 samples of Enterobacter sp. or atiieroogan-
isms which, if properly tested according to methods under s.

ATCP 77.32 Water laboratory analysts. (1) OPERA-  ATCP 77.30 (1), will test positive for total coliform and negative
TOR TO DOCUMENT COMPETENCY. In every initial or renewal for fecal coliform.

applicationfor water laboratory certification, a laboratory opera .
tor shall document that the analysts who perform each test under >: (g.ni t0.f4 samplles tOf I;sgudomoc?as ip' or otthhec; rrgengor
s.ATCP 77.02 (3) for which the laboratory seeks certification a Csw lCSd ! pro_ﬁ)ery estec a(f:cor |n|g I(')f me od?euL:QI ers.
properly trained to perform that test, and can accurately test pe&jC' 7 /-30 (1), will test negative for total coliform an -

tive and negative blind samples. Analysts are not required to'B8™

certified by the department. 4. One to 4 blank samples.

(2) DEPARTMENT TO AUDIT COMPETENCY. Wheneverthe (b) An operator testing proficiency evaluation samples under
departmenperformsa mandatoryinspectionof a waterlabora ~ par.(a) shall report the test results to the evaluattie evaluator
tory under s. ACP 77.14 (1), the departmestiall observe and shallreport the test results to the departmeithin 40 calendar
evaluatethe competency of at least one analyst who performs tedays after the evaluator mails or delivers the samples under par
unders. ATCP 77.02 (3) for which the department is certifying théa) to the operator For each sample testetie evaluator shall
waterlaboratory The department shall use the United States envéportthe operatds test result for total coliform and fecal eoli
ronmental protection agencyManual for the Certification of form or E. coli, and shall indicate whether that test result is correct
LaboratoriesAnalyzing Drinking Water” 4th edition, to evaluate or incorrect.

the analysts competency (c) To pass aroficiency evaluation under p#a), an operator
History: Cr. Register September1999, No. 525, £f10-1-99. shallreport the correct result on 90% of the samples tested, with
no false negatives.

(6) FuLL cerTiFicaTION. Thedepartment may fully certify an
operatorto perform a test if, in a proficien@valuation under this
to perform any test listed under ST@P 77.023) unless, within section, the operator meets applicable performance standards
theyear immediately preceding that certificatimnrenewal, the undersubs. (4) and (5). )
laboratory passes a proficiency evaluation for that test. (7) PROVISIONAL CERTIFICATION; SUSPENSION. (@) If, in any

(2) ForRMOFEVALUATION. In a laboratory proficiency evalua prof|_<:|encyevaluat|on under this section, an operator fails to meet
tion under sub. (1), an operator shall assign an analyst to exanfRglicableperformance standards under subs. (4) and (5), the
samplesgprepared by an approved evaluator under sub. (3). THPartmenshall issue a notice stating that the opetairertifica
contentsof the samples shall be known only to the evaluafbe 10N to perform that test is provisional.
analystwho examines the samples shall be an analyst who nor (b) A provisionally certified operator may regain full certifica
mally performs that test at the certified laboratoheevaluator tion by meetingapplicable standards under subs. (4) and (5) on the
shall rate the operatts proficiency by comparing the analgst’ next2 consecutive proficiency evaluations.
resultsto the known contents of the samples, and shall répse (c) If a provisionally certified operator fails to meet applicable
resultsand ratings to the department. performancestandards undeubs. (4) and (5) on either of the next

(3) ArPROVEDEVALUATOR. The state of \lgconsin laboratory 2 proficiency evaluations, the department shall summatily
of hygiene, or another evaluatapproved by the department inpendthe operatds certification to perform that test. THepart

ATCP 77.34 Water laboratories; proficiency evalua -
tion. (1) EvaLUATION REQUIRED. Except as provideih sub. (4),
the department may not issue or renew an opesatartification
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mentmay fully restore the operatsrcertification if the operator
doesboth of the following:

1. Documents the stepghich the operator has taken to-cor
rectthe performance deficiency

2. Meets applicable performance standards under subs. (4)

and(5) on a new proficiency evaluation.
History: Cr. RegisterSeptemberl999, No. 525, éf10-1-99.
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